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PROBLEM TO BE SOLVED: To detect even an object to be analyzed not 
suitable for a sandwich technique by an immunochromatography and to 
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the object is immobilized to the site 4. 
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* NOTICES * 

JPO and NCIPI are not responsible for any 
damages caused by the use of this translation. 

1. This document has been translated by computer. So the translation may not reflect the original precisely. 

2. **** shows the word which can not be translated. 
3.1n-the drawings, any words are not translated. 



CLAIMS 



[Claim(s)] 

[Claim 1] While the specimen application site where a liquefied specimen is applied, the indicator unique 
cementing material content part containing an indicator unique cementing material, and the detecting element 
which detects an indicator unique cementing material are formed by the porosity carrier It is arranged in order 
toward the downstream from the upstream. In said indicator unique cementing material content part Detection 
equipment by the immunity chromatography which constant-rate content of the labeled unique cementing 
material which it is movable at least to said detecting element in a damp or wet condition, and is combined with 
an analysis object is carried out, and is characterized by the chemical modification object of an analysis object or 
an analysis object being fixed by said detecting element. 

[Claim 2] Detection equipment by the immunity chromatography according to claim 1 characterized by a part of 
part of the upstream which can be set at least to said specimen application site, an indicator unique cementing 
material content part, and a detecting element having lapped on [ some ] the part of the downstream. 
[Claim 3] Detection equipment by the immunity chromatography according to claim 1 or 2 characterized by 
Forming at least said specimen application site, an indicator unique cementing material content part, and a 
detecting element in band-like, and joining them on pasteboard. 

[Claim 4] Detection equipment by the immunity chromatography according to claim 1 to 3 characterized by for 
said analysis object being hapten and the chemical modification object of said analysis object being a connective 
of hapten and carrier protein. 



[Translation done.] 
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DETAILED DESCRIPTION 



[Detailed Description of the Invention] 
[0001] 

[Field of the Invention] This invention relates to the detection equipment which detects an analysis object with 
an immunity chromatography method. Of course, the combination of the analysis object and unique cementing 
material in which especially this invention has a possible sandwich technique is related with the detection 
equipment which can detect an analysis object also in the combination of an analysis object and a unique 
cementing material difficult [ a sandwich technique ] or impossible. 
[0002] 

[Description of the Prior Art] The immunochemistry-measuring method is used widely by detection of the minute 
amount matter contained in biological materials, such as blood and urine, the microorganism which exists in an 
environment, or the minute amount matter from the height of the sensibility and singularity. The so-called 
immunity chromatography method which applied the chromatography to the immunochemistry-measuring method 
among this measuring method Compared with other immunochemistry-measuring methods, actuation is easy, and 
the time amount which assay takes is also short. Since a special device is not needed for a judgment and skill is 
not required, it is widely used for the qualification test in a current scene, for example, the clinical laboratory test 
in a hospital, many, a laboratory, etc., the qualification test in an environmental inspection site, the qualification 
test of the pregnancy reaction in a home, etc. 

[0003] In detection of the analysis object in the most general immunity chromatography method, make an analysis 
object and the unique cementing material which attached the various indicators to an analysis object react on 
chromatography material, the complex (for example, antigen-antibody complex) of an analysis object and an 
indicator unique cementing material is made to generate, and detecting the indicator of the complex with various 
means is performed. 

[0004] As an indicator used for this approach, there are radioisotope, coloring matter, a fluorescent material, 
coloring matter, an enzyme, etc., and it is carried out by a radiation detector, a spectrophotometer, or viewing as 
detection ****. Since the special device for detecting an indicator is not needed, it is not necessary to perform a 
reaction except the antigen-antibody reaction for making an indicator easy to detect and a judgment does not 
take skill in judging a detection result, either, an indicator is performed using the coloring matter and judging 
s/isually is used widely. As coloring matter, a metal sol, a color sol, a coloring latex, etc. are used. Moreover, since, 
as for a detection result, B/F separation is performed by the chromatography, viewing on chromatography 
material will be in a possible coloring condition more clearly. 

[0005] The so-called sandwich technique to which complex combines at least a detecting element upwards with 
the gestalt which puts an analysis object between an indicator unique cementing material and the fixed unique 
**** matter is used widely by fixing the unique cementing material to an analysis object on chromatography 
material beforehand as an approach of giving the coloring in which this viewing is possible, and making the 
complex of an analysis object and an indicator unique cementing material, and the fixed unique cementing 
material to an analysis object react. 

[0006] In a sandwich technique, it is required to use the matter with a binding site (epitope) which is different to 
an analysis object about the indicator unique cementing material to be used and the fixed unique cementing 
material, i.e., two kinds of unique cementing materials, in order to make the coloring which it can be efficient and 
can be viewed perform, and it is needed that it is the matter with an epitope which is different also about an 
analysis object. 

[0007] In addition, although, as for **** which can give two or more epitopes with the same analysis object as an 
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exception, only one sort of unique cementing materials can apply a sandwich technique, compared with the case 
where the combination of the analysis object which gives a different epitope from two kinds of unique cementing 
materials in this case is used, the coloring effectiveness in a sandwich technique serves as bad combination. 
However, depending on the form of the analysis object itself, or the location of an epitope, a three-dimensional 
Failure occurs also as combination ****** [ object / the selected unique cementing material and the selected 
analysis object ] in a sandwich technique, and when a sandwich technique is difficult or impossible, a satisfying 
detection result is not obtained. Therefore, a sandwich technique is unsuitable when detecting low-molecular- 
weight matter, such as hapten instead of an approach efficiently applicable to the combination of all analysis 
objects and unique cementing materials, as an analysis object. 

[0008] Moreover, in a sandwich technique, in case the complex of an analysis object and an indicator unique 
cementing material is formed, when a superfluous analysis object exists, the rate of the analysis object of the 
isolation which does not form the complex of an analysis object and an indicator unique cementing material 
increases. For this reason, the rate of formation of the complex of a sandwiches mold falls, and the phenomenon 
whose coloring obtained as a result decreases, and the so-called prozone phenomenon occur against there being 
many analysis objects. 

[0009] As an approach of giving the coloring in which other viewing is possible, the approach the immunity 
chromatography by the competing method detects estriol is indicated by JP,7-46107,B. In the immunity 
chromatography method by this competing method, the chemical modification object of the analysis object itself 
and an analysis object is used for an indicator unique cementing material, and sandwich techniques differ greatly. 
[0010] As for the immunity chromatography by the competing method, the indicator of the chemical modification 
object of an analysis object or an analysis object is carried out. The analysis object and indicator analysis object 
in a specimen form the mixed state on chromatography material. Even the detecting element which has fixed the 
unique cementing material to an analysis object beforehand on chromatography material at this mixed state 
moves with a chromatography, and mixture reacts to a fixed unique cementing material and a contention target. It 
is the approach of giving the coloring which can view the complex of an indicator analysis object and the fixed 
unique **** matter. 

[001 1] Since the coloring which can be viewed only with the complex of an indicator analysis object and a fixed 
unique cementing material is given by this competing method, when it is the combination of the unique cementing 
material in which a sandwich technique is possible, and an analysis object, of course, it is an usable approach also 
in the combination of one sort of unique cementing materials, and the analysis object which can give only one 
epitope, therefore it is possible to use it, also when low-molecular-weight matter, such as hapten, is used as an 
analysis object. 

[0012] When using low-molecular-weight matter, such as hapten, as an analysis object, many chemical 
modification objects of an analysis object are used for the indicator analysis object. This is for raising the 
reaction effectiveness of that it may be difficult to carry out the direct indicator of the low-molecular-weight 
matter, such as hapten, and an indicator unique cementing material and a fixed unique cementing material. The 
method of combining two or more analysis objects with protein support, such as BSA (bovine serum albumin), as 
a chemical modification method of an analysis object is used widely. 

[0013] The connective of estriol and BSA is prepared in JP,7-46107,B, and the immunity chromatography method 
by the method of performing the indicator of a color sol to the connective and the competing method which used 
them is indicated. In the immunity chromatography method by this competing method, a judgment result is given 
not depending on the amount of the reaction object in a specimen itself but depending on the mixing ratio of an 
analysis object and an indicator analysis object. Therefore, in order to obtain a stable measurement result, it is 
required to form the mixed state with an analysis object and an indicator analysis object uniform on 
chromatography material, and when forming the uneven mixed state partially on chromatography material, or when 
a difference arises in the mixed state for every measurement, a stable measurement result is not obtained. 
Furthermore, in the case of low-molecular matter, such as hapten, the difference in the physical property of an 
analysis object and an indicator analysis object becomes [ the analysis object in a specimen ] large, a difference 
arises at the rate which moves by it in a chromatography material top, and the uniform mixed state becomes that 
it is hard to be obtained. 

[0014] Moreover, as many analysis objects which are low-molecular matter, such as hapten, exist in a specimen, 
the inclination of the excess of an analysis object becomes larger according to the difference of the passing 
speed on chromatography material by the tip side of the developing solution of the mixed liquor of an analysis 
object and an indicator analysis object. Compared with the case where this forms the uniform mixed state, the 
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condition, i.e., the prozone phenomenon-condition in a sandwich technique, that reduction of coloring by many 
analysis objects combining with a fixed unique cementing material beforehand takes place occurs, and the 
measuring range of an analysis object becomes narrow. 

[0015] From the above thing, it has come to adopt an immunity chromatography method in detection of low- 
molecular-weight matter, such as hapten. For example, not an immunity chromatography but the immunity 
agglutination inhibition in slide plate superiors is used for detection of the estriol which used the specimen as 
urine. 

[0016] In the immunity agglutination inhibition of the estriol in urine, at least two sorts of reagents are needed. As 
a reagent 1, the anti-estriol antibody by which the indicator was carried out is the reagent currently distributed in 
a liquid. As an indicator, gold colloid, a latex, an erythrocyte, etc. are used and combining these indicators and 
antibodies is performed by the conventional method. As a reagent 2, like a reagent 1, the support which estriol 
combined may be good, for example, protein molecules, such as BSA, are [ but ] it may be the reagent currently 
distributed in a liquid and sufficient as it as support. Association to BSA of the latter estriol can be carried out by 
the approach indicated by various reference. 

[0017] Mix a reagent 1 and a specimen first and it is made to fully react, and next, it adds and a reagent 2 is 
made to react in the immunity agglutination inhibition of the estriol in urine. When the estriol more than a 
constant rate exists in a specimen at this time, and the estriol in a reagent 1 and urine has joined together, the 
antigen-antibody reaction of a reagent 1 and a reagent 2 is checked, and a reagent 1 and a reagent 2 do not 
generate the aggregate by the antigen-antibody reaction. On the other hand, since there is little association of 
the estriol in a reagent 1 and urine and the antigen-antibody reaction of a reagent 1 and a reagent 2 is not 
checked when the estriol in a specimen is below a constant rate, the aggregate by the antigen-antibody reaction 
of a reagent 1 and a reagent 2 generates. 

[0018] By performing the reaction of a reagent 1 and a specimen in this way, and then performing a reaction with 
a reagent 2, it is used for the immunity agglutination inhibition on a slide plate that the estriol in a specimen 
checks the agglutination reaction of a reagent 1 and a reagent 2, and it detects estriol according to the existence 
of the aggregate to produce, or the condition of an aggregate. In this case, when carrying out the half-quantum of 
the estriol in a specimen, a specimen can be diluted for several sorts of scale factors, inspection same about 
each diluted specimen can be conducted, and the half-quantum of the estriol in a specimen can be carried out to 
the dilution scale factor of a specimen by the existence of an aggregate. 

[0019] However, at Japanese ****** of the measurement result by the existence of such an aggregate, or the 
condition of an aggregate, the difficult and exact judgment has taken skill to judging correctly also by the engineer 
with abundant experience according to the condition of the obtained aggregate. Moreover, since several steps 
need dilution of the specimen for a half-quantum, and to be reagent addition operated, actuation is **** and 
does not serve as a simple approach to be easy to carry out a judgment. 
[0020] 

[Problem(s) to be Solved by the Invention] An immunity chromatography method has sensibility and high 
singularity, needs to be the combination to which the analysis object and the unique cementing material fitted the 
sandwich technique in order to give a judgment result efficiently when a sandwich technique was chosen in order 
to give a judgment result although a special device was not needed for the judgment but actuation was simple, 
and can be aimed [ no ] at the analysis objects in which a specific binding is possible. 

[0021] Moreover, even if it is the combination to which the analysis object and the unique cementing material 
fitted the sandwich technique, when a superfluous analysis object exists in a specimen, an exact judgment result 
cannot be obtained according to a prozone phenomenon. 

[0022] A judgment result is influenced by the mixed state of the analysis object on chromatography material, and 
an indicator analysis object although the competing method is applicable to the combination of the analysis object 
and unique cementing material unsuitable for a sandwich technique. Moreover, when using low-molecular-weight 
matter, such as hapten, as an analysis object, the difference in the physical property of an analysis object and an 
indicator analysis object becomes large, the mixed state will be in the condition of an ununiformity. the prozone 
phenomenon-phenomenon in a sandwich technique arises by this, and the measuring range of an analysis object 
is narrow. 

[0023] Moreover, in the competing method, when using low-molecular-weight matter, such as hapten, as an 
analysis object, in that case, the analysis object had to be adjusted to the connective with support, such as BSA, 
etc., the indicator of the connective had to be carried out further, using the chemical modification object of an 
analysis object as an indicator analysis object in many cases, and adjustment of a reagent has taken time and 
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effort. 

[0024] Although it is using low-molecular-weight matter, such as hapten, as the analysis object, since the 
immunity agglutination inhibition in slide plate superiors needs requiring skill and several steps of reagent addition 
actuation for the judgment with difficult and exact judging correctly depending on the condition of the obtained 
aggregate also at an engineer with abundant experience, actuation is **** and it has also required time amount. 
For this reason, it is not necessarily a simple approach to be easy to carry out a judgment. 
[0025] This invention is made in consideration of such a conventional trouble. Also to the combination of the 
analysis object unsuitable for a sandwich technique, and a unique cementing material, while detection of an 
analysis object is possible, a prozone phenomenon is avoidable. Also in detection of the estriol which preparation 
of a reagent can be simplified compared with the immunity chromatography method by the competing method 
while the judgment result in detection of low-moIecular~weight matter, such as hapten, is especially made more 
to accuracy, for example, is a kind of hapten It is easy to carry out a result judging, and operating instructions 
aim at offering the detection equipment by the simple **** chromatography. 
[0026] 

[Means for Solving the Problem] In order to attain the above-mentioned purpose, invention of claim 1 While the 
specimen application site where a liquefied specimen is applied, the indicator unique cementing material content 
part containing an indicator unique cementing material, and the detecting element which detects an indicator 
unique cementing material are formed by the porosity carrier It is arranged in order toward the downstream from 
the upstream. In said indicator unique cementing material content part Constant-rate content of the labeled 
unique cementing material which it is movable at least to said detecting element in a damp or wet condition, and 
is combined with an analysis object is carried out, and it is characterized by fixing the chemical modification 
object of an analysis object or an analysis object at said detecting element. 

[0027] Invention of claim 2 is invention according to claim 1, and is characterized by a part of part of the 
upstream which can be set at least to said specimen application site, an indicator unique cementing material 
content part, and a detecting element having lapped on [ some ] the part of the downstream. 
[0028] Invention of claim 3 is invention according to claim 1 or 2, and at least said specimen application site, an 
indicator unique cementing material content part, and a detecting element are formed in band-like, and it is 
characterized by being joined on pasteboard. 

[0029] Invention of claim 4 is invention according to claim 1 to 3, and said analysis object is hapten and it is 
characterized by the chemical modification object of said analysis object being a connective of hapten and carrier 
protein. 

[0030] In these invention, if a liquefied specimen is added to a specimen application site, a specimen moves to an 
indicator unique cementing material content part, while the part containing an indicator unique cementing material 
will be in a damp or wet condition by the liquefied specimen, the analysis object and indicator unique cementing 
material in a specimen will be mixed, and the specific binding reaction of an analysis object and an indicator 
unique cementing material will occur. Of this reaction, the analysis object-indicator unique cementing material 
complex which is the connective of the analysis object in a specimen and an indicator unique cementing material 
is formed. 

[0031] Only the amount which depended for the amount of this analysis object-indicator unique cementing 
material complex on the amount of the analysis object in a specimen is formed. Therefore, only the amount which 
depended on the amount of the analysis object in a specimen also for the amount of the indicator unique 
cementing material which did not form an analysis object and complex in the indicator unique cementing material 
content part among the indicator unique cementing materials which were recognizing constant-rate existence 
exists. Thereby, the mixture of the analysis object-indicator unique cementing material complex depending on the 
amount of the analysis object in a specimen and an unreacted indicator unique cementing material is formed. 
[0032] This mixture moves at least to a detecting element with a chromatography. At least by the detecting 
element, the chemical modification object of the analysis object fixed by at least the said division or an analysis 
object and the indicator unique cementing material in a specimen join together. In this case, the amount 
equivalent to the unreacted indicator unique cementing material depending on the amount of the analysis object 
in a specimen combines the chemical modification object of the analysis object fixed by at least the detecting 
element or an analysis object. And by this association, coloring complex arises at least in a detecting element and 
coloring depending on the amount of the analysis object in a specimen is given. In addition, with the analysis 
object fixed by at least the detecting element, analysis object-indicator unique synthesis matter complex passes 
at least a detecting element as it is in order not to react. 
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[0033] The coloring given at least to a detecting element is obtained in inverse proportion to the amount of the 
analysis object in a specimen by the above reaction. That is, the unreacted indicator unique cementing material 
which gives coloring at least to a detecting element decreases, and coloring becomes weak, so that there are 
many amounts of the analysis object in a specimen. 

[0034] In such invention, since the analysis object in a specimen does not react at least by the detecting element 
and it will not participate in the coloring reaction of an about [ a detecting element ] like the immunity 
chromatography method by the sandwich technique or the competing method even if an analysis object with an 
unreacted indicator unique cementing material reaches at least a detecting element, generating of the inaccuracy 
of the judgment by the lack of coloring by the prozone phenomenon or the prozone phenomenon-phenomenon is 
lost. 

[0035] What is necessary is just to use the antibody to the analysis object acquired by carrying out immunity to 
animals, such as a mouse, a rat, a rabbit, and a goat, with a conventional method by using an analysis object as an 
antigen as a unique cementing material used for the above measurement. The antibody to be used cannot be 
concerned, can be used for a polyclonal antibody and a monoclonal antibody, and it can choose what suits 
required detection sensitivity and the detection range about the class of an immune animal or antibody. 
[0036] Hapten is used as the analysis object in invention of claim 4. Although hapten can be together joined by 
the antibody in immunochemistry, even if it performs immunity by using as [ the ] as an antigen, it is the matter 
which cannot guide the immunity function of an animal, and antibody production ability. By preparing the chemical 
modification object combined with protein support, such as BSA, with the conventional method to this hapten, it 
can consider as the antigen which can guide antibody production ability, and the antibody to hapten can be 
obtained by carrying out immunity to animals, such as a mouse which mentioned this above, with a conventional 
method. However, to use the antibody obtained in this case, it is required to remove completely the antibody 
combined with protein support. 

[0037] In preparation of an indicator unique cementing material, the antibody obtained by the approach mentioned 
above can be labeled with a conventional method using radioisotope, the coloring matter, a fluorescent material, 
the coloring matter, an enzyme, etc. When judging the detection result by comparatively easy viewing, it is 
desirable to carry out an indicator using the coloring matter. As coloring matter, a metal sol, a color sol, a 
coloring latex, etc. can be chosen. The indicator of the antibody by these coloring matter can be easily performed 
with a conventional method. In addition, selection of the coloring matter, the amount of the antibody at the time 
of an indicator and the labelled antibody of the coloring matter comparatively used for inspection, etc. are chosen 
From required detection sensitivity and the detection range. 

[0038] Especially when it fixes an analysis object at least in the detecting element on a porosity carrier, and it 
fixes low-molecular-weight matter, such as hapten, it is difficult to fix on a porosity carrier in the condition as it 
is in many cases, and since reaction effectiveness with a labelled antibody is also bad, it is desirable to use the 
chemical modification object which combined the analysis object with carrier protein, such as BSA. Since the 
chemical modification matter which combined the analysis object with carrier protein, such as BSA, is used also 
when it cannot fix on a porosity carrier, an analysis object is certainly fixable with the analysis object itself, on a 
porosity carrier with this. Thereby, coloring reaction effectiveness also improves. The amount of immobilization of 
the analysis object to a porosity carrier top or the chemical modification object of an analysis object is chosen 
Frorn required detection sensitivity and the detection range. 

[0039] In invention of claim 2, a part of part of the upstream which can be set at least to a specimen application 
site, an indicator unique cementing material content part, and a detecting element has lapped on [ some ] the 
part of the downstream. By this lap. since a specimen can move to the part of the downstream, migration on the 
porosity carrier by the chromatography can be ensured. 

[0040] In invention of claim 3, while at least a specimen application site, an indicator unique cementing material 
content part, and a detecting element are formed in band-like, it is joined on pasteboard. Therefore, fixed rigidity 
is given at least to a specimen application site, an indicator unique cementing material content part, and a 
detecting element, and it can bend or can measure smoothly by not deforming. 
[0041] 

[Embodiment of the Invention] The gestalt of the following operations explains the case where it applies to 
detection of the estriol in urine. 

[0042] Estriol is one of the 3 fractionation of estrogen and estrogen, it is converted and generated from estradiol 
and generation secretion is carried out in large quantities into blood and urine. When excreted in urine, the form 
of estriol-16-glucuronide mainly occupies 90% or more. 
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[0043] It is dehydroepiandrosterone secreted from an embryo suprarenal gland at the time of pregnancy. Since it 
is generated so much in a placenta by making sulfate into a substrate, measurement of the inside of parent blood 
or the estriol in urine is indispensable as a functional test of the fetoplacental unit accompanying advance of 
pregnancy. Moreover, since measurement of the estriol in urine is correlated also with an embryo prognosis, it is 
useful to serious-illness-izing of a gestosis, and the followup of intrauterine growth retardation. Furthermore, it is 
effective in precognition of the chronic fetal distress accompanying a delivery post date, i.e., management of an 
over-term delivery. Moreover, also when incompetent child pregnancy, intrauterine fetal death, a placental 
sulfatase deficiency, and a placenta aromatase deficiency are suspected, measurement of the estriol in urine 
serves as an important diagnostic basis. The measured value of measurement in this case shows a low value 
rather than normal values. 

[0044] Drawin g 1 and drawin g 2 show the detection equipment used for the gestalt of this operation, 4 and the 
absorption part 5 are arranged at least for the specimen application site 2, the indicator unique cementing 
material content part 3, and the detecting element in order toward the downstream from the upstream to which a 
liquefied specimen is applied. It is formed when, as for 4 and the absorption part 5, at least these specimen 
application sites 2, the indicator unique cementing material content part 3, and a detecting element fabricate a 
porosity carrier to band-like. As a porosity carrier, porosity plastics, such as polyolefine, the thing of paper 
material and others, etc. can be used. 

[0045] With the detection equipment of the gestalt of this operation, it is arranged so that the part of the 
upstream may lap on [ some ] the part of the downstream. That is, the downstream edge of the specimen 
application site 2 has lapped on the upstream edge of the indicator unique cementing material content part 3, 
and, at least in the detecting element, the downstream edge of the indicator unique cementing material content 
part 3 has lapped on the upstream edge of 4. 

[0046] In the state of such a pile, a specimen can move to the downstream smoothly one by one according to 
capillarity. For this reason, migration on two or more porosity carriers twisted to a chromatography can be 
ensured. In addition, the absorption part 5 acts as a sink which absorbs measurement termination liquid, and the 
upstream edge piles up at least a detecting element on the downstream edge of 4. 

[0047] At least the above specimen application site 2. the indicator unique cementing material content part 3, 
and a detecting element are joined on pasteboard 1, and 4 and the absorption part 5 are being fixed. As 
pasteboard 1, paper material, such as pasteboard, and a plastic sheet are used, on this pasteboard 1, 4 and the 
absorption part 5 serve as band-like, and at least the specimen application site 2, the indicator unique cementing 
material content part 3, and the detecting element are joined, a junction means — adhesion and joining — in 
addition, therefore, it can carry out. Thus, by being joined on pasteboard 1, fixed to 4 and the absorption part 5 
rigidity as the specimen application site 2, the indicator unique cementing material content part 3, and a detecting 
element can be given. Thereby, it can bend or can measure smoothly by not deforming. 
[0048] In addition, the detection equipment of the above gestalt is contained in the case which omitted 
illustration, or a bag body, or where a transparent film, the film in which design processing was carried out by 
printing are stuck on the topmost part, it is supplied to a commercial scene. 

[0049] In the gestalt of this operation, constant-rate content of the labelled antibody [ as opposed to / at least 
in a detecting element / estriol movable one by one to 4 ] is carried out in the porosity carrier top in the damp or 
wet condition in the indicator unique cementing material content part 3. The estriol-16-glucuronide (E3-16 G- 
RSA) which at least the detecting element combined with rabbit serum albumin 4 is fixed as a chemical 
modification object 6 of an analysis object. 

[0050] Gold colloid is used for the indicator from the simplicity of the indicator approach using the anti-estriol 
rabbit polyclonal antibody obtained by the approach indicated by JP,58-9068.A as an antibody. In addition, as an 
anti-estriol antibody, the antibody of all the animal species origins, such as a mouse, a rat, a rabbit, and a goat, 
can be used, and a monoclonal antibody may be used. 

[0051] The rabbit-serum-albumin joint estriol-1 6-glucuronide (E3-16 G-RSA) which is the chemical modification 
object 6 of the analysis object with which at least the detecting element was fixed by 4 can be obtained by the 
approach given in JP,58-9068,A. In addition, as a chemical modification object 6 of an analysis object, it is good 
also considering carrier protein as bovine serum albumin, and if it can certainly fix on a porosity carrier, without 
destroying an antibody combining site, the class of support will not be asked. 

[0052] By ****(ing) a constant rate from a syringe etc. continuously to the porosity carrier which is moving to 
the one direction with constant speed, immobilization of E3-16 G-RSA which is the chemical modification object 
6 of an analysis object is applied in the shape of [ which crosses a band-like porosity carrier ] Rhine, and is 
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performed by drying after that. Thus, since it reacts with band-like [ whole ] compared with the case where it 
prepares in spot in preparing in the shape of [ which crosses a porosity carrier ] Rhine, the partial leakage in a 
reaction can be prevented. 

[0053] In the detection equipment of a more than, the estriol in urine forms a labelled antibody and complex by 
the antigen-antibody reaction, and moves in a porosity carrier top. A case is divided and explained about an 
operation of the gestalt of this operation. 

[0054] (1) When the amount of estriol in a specimen is below a constant rate (namely, when there are few 
amounts of the estriol in a specimen than the amount of the labelled antibody to the estriol which exists in the 
indicator unique cementing material content part 3). Since the amount of estriol is below a constant rate, the 
labelled antibody in which all labelled antibodies do not form complex in and do not form complex also moves a 
porosity carrier top to coincidence with a specimen. And as for the labelled antibody in which estriol and complex 
were formed, at least in the detecting element by which E3-16 G-RSA is fixed, in 4, at least a detecting element 
passes 4, without combining with E3-16 G-RSA. On the other hand, the labelled antibody which does not form 
complex combines with E3-16 G-RSA, and gives coloring of the purplish red color of the shape of Rhine by gold 
colloid on a porosity carrier. 

[0055] Thus, coloring of the purplish red color of the shape of Rhine according [ the amount of estriol in urine ] 
to gold colloid is accepted on a porosity carrier by **** below a constant rate, and such strong coloring is 
accepted in it that there are few amounts of estriol. 

[0056] (2) When the amount of estriol in a specimen is more than a constant rate (namely, when there are more 
amounts of the estriol in a specimen than the amount of the labelled antibody to the estriol which exists in the 
indicator unique cementing material content part 3). Since the amount of estriol in urine is more than a constant 
rate, almost all labelled antibodies form estriol and complex by the antibody antigen reaction, and move in a 
porosity carrier top. And the labelled antibody in which estriol and complex were formed moves in a porosity 
carrier top, without combining at least a detecting element with E3-1 6 G-RSA fixed by 4. Therefore, when the 
amount of estriol in urine is more than a constant rate, coloring of the purplish red color of the shape of Rhine by 
gold colloid is not accepted on a porosity carrier. 

[0057] In addition, since there are very few labelled antibodies which combine at least a detecting element with 
E3-16 G-RSA fixed by 4 even if all labelled antibodies do not form complex completely in this case, coloring of 
the purplish red color of the shape of Rhine only by the gold colloid which can be judged macroscopically is not 
formed. 

[0058] As mentioned above, with the gestalt of this operation, it becomes [ whether the amount of estriol in urine 
is below a constant rate or it is more than a constant rate, and ] possible to judge easily macroscopically by the 
existence of coloring of the purplish red color of the shape of Rhine by gold colloid. And since coloring of the 
purplish red color of the shape of Rhine by gold colloid is strongly formed so that there are few amounts of 
estriol, it is possible to perform the quality of the guess which is whenever [ fall / of the amount of estriol in 
urine ], or the amount of estriol. 

[0059] In addition, the cut-off value in the amount of estriol in urine can be set up by adjusting the concentration 
of the various reagents used for detection equipment between a healthy person's amount of estriol, and the 
amount of estriol in case the illness accompanied by the fall of the various amounts of estriol is suspected. By 
that cause, when coloring is obtained, the abnormality fall of the amount of estriol is shown, various kinds of 
illnesses accompanied by the fall of the amount of estriol will be suspected strongly, coloring will be obtained, so 
that the coloring is strong, and, as for the inside **** case, the abnormality fall of the amount of estriol will be 
shown. From this, judgment that there is little possibility that various kinds of illnesses accompanied by the fall of 
the amount of estriol will be suspected is easy, and can perform detection with simple actuation. 
[0060] In addition, in the gestalt of this operation, although the line of a purplish red color was formed by using 
gold colloid as an indicator, another coloring may be formed by using other indicators, such as a coloring latex. 
Moreover, it is also possible to obtain the coloring according to the configuration which could fix in other 
configurations and this fixed, without fixing an antibody in the shape of Rhine. 
[0061] 

[Effect of the Invention] As mentioned above, with the detection equipment of this invention, when low- 
molecular-weight matter, such as hapten unsuitable for a sandwich technique, is used as an analysis object, it 
becomes detectable [ an analysis object ]. Moreover, the prozone phenomenon of seeing by the sandwich 
technique can be avoided, the result for which preparation of a reagent simplifies rather than the immunity 
chromatography by the competing method, and also it depends on the amount of an analysis object more at 
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accuracy is obtained, and it becomes possible to become easier to carry out a judgment and to perform detection 
by simple actuation moreover also to the analysis object which is generally detecting by the existence of an 
aggi^egate. 



[Translation done.] 
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